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S Sir: 

i3 

ijl 
Q 
^0 



Please amend the above-identified application before examination. 

In the Claims 
Please amend claims 1-10 as follows: 



1 . (Amended) A laryngeal mask airway including a tubular portion and a mask 
portion at its patient end having a sealing cuff of generally oval shape defining an 
opening within its center and adapted to seal with patient tissue around the laryngeal 
inlet, the mask portion defining a recess extending from the opening to the patient end 
of the tubular portion, characterized in that the patient end of the tubular portion is 
located above and to the rear of the rear side of the opening such as to space it away 
from the epiglottis. 



2. (Amended) An airway according to Claim 1 , characterized in that the patient end 
of the tubular portion Is located substantially midway across the width of the rear side of 
the sealing cuff. 



3. (Amended) An airway according to Claim 1 , cliaracterized in that the tubular 
portion is a separate tube bonded into a collar on the mask portion. 

4. (Amended) An ainway according to Claim 1 , characterized in that the longitudinal 
center line along the internal surface of the roof of the recess is substantially straight. 

5. (Amended) An ainway according to Claim 1 , characterized in that the height of 
the recess is between 2.5 and 3.5 the Internal diameter of the tubular portion. 

6. (Amended) An airway according to Claim 1 , characterized in that the ratio of the 
internal diameter of the tubular portion cubed to the volume of the recess is between 50 
and 68. 

9 

i7i 7. (Amended) A laryngeal mask ainway including a tubular portion and a mask 
: J portion at its patient end having a sealing cuff of generally oval shape defining an 
Q opening within Its center and adapted to seal with patient tissue around the laryngeal 
'T' inlet, the mask portion defining a recess extending from the opening to the patient end 
O of the tubular portion, characterized in that the height of the recess is between 2.5 and 
m 3.5 the internal diameter of the tubular portion 

? 

m 8. (Amended) An airway according to Claim 7, characterized in that the height of 
the recess Is between 2.96 and 3.27 the internal diameter of the tubular portion. 

9. (Amended) A laryngeal mask ainway including a tubular portion and a mask 
portion at its patient end having a sealing cuff of generally oval shape defining an 
opening within its center and adapted to seal with patient tissue around the laryngeal 
inlet, the mask portion defining a recess extending from the opening to the patient end 
of the tubular portion, characterized in that the ratio of the internal diameter of the 
tubular portion cubed to the volume of the recess is between 50 and 68. 
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1 0. (Amended) An aiPA^ay according to Claim 9, characterized in that the ratio of the 
internal diameter of the tubular portion cubed to the Intemal volume of the recess is 
between 50 and 60. 

Please add new claim 1 1 as follows: 

1 1 . (Newly Added) An ainway according to Claim 2, characterized in that the tubular 
portion Is a separate tube bonded Into a collar on the mask portion. 



Respectfully submitted, 








Louis Woo, Reg. No. 31 ,730 
Law Offices of Louis Woo 
1901 N. Fort Myer Drive, Suite 501 
Arlington, Virginia 22209 
Phone: (703) 522-8872 
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VERSION TO SHOW MARKINGS TO SHOW CHANGES MADE 



Attachment Claims Pursuant to 37 C.F.R. 1.121(c)(1)(ii) 

Please amend claims 1-10 as follows: 
1 . (Amended) A laryngeal mask airway Including a tubular portion [(1 )] and a mask 
portion [(5)] at its patient end [(3)] having a sealing cuff [(60)] of generally oval shape 
defining an opening [(61)] within its [centre] center and adapted to seal with patient 
tissue around the laryngeal inlet, the mask portion [(5)] defining a recess [(54)] 
extending from the opening [(61)] to the patient end [(3)] of the tubular portion [(1 )], 
[characterised] characterized in that the patient end [(3)] of the tubular portion [(1)] is 
located above and to the rear of the rear side [(62)] of the opening [(61 )] such as to 
space it away from the epiglottis. 

b 

O 2. (Amended) An aurway according to Claim 1 , [characterised] characterized in that 
P the patient end [(3)] of the tubular portion [(1 )] is located substantially midway across 
5 the width of the rear side [(62)] of the sealing cuff [(60)]. 

i 

U 3. (Amended) An ainway according to Claim 1 . characterized [or 2, characterised] 

in that the tubular portion Is a separate tube [(1 )] bonded into a collar [(51 )] on the mask 
m portion [(5)]. 

□ . 
ill 

4. (Amended) An ainA^av according to Claim 1 . characterized [any one of the 
preceding claims, characterised] in that the longitudinal [centre] center line along the 
internal surface of the roof [(40)] of the recess [(54)] is substantially straight. 

5. (Amended) An ainA^av accordlno to Claim 1. characterized [any one of the 
preceding claims, characterised] in that the height [(H)] of the recess [(54)] Is between 
2.5 and 3.5 the internal diameter of the tubular portion [(1)]. 
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6. (Amended) An airway according to Claim 1 . characterized [anv one of the 
preceding claims, characterised] in that the ratio of the internal diameter of the tubular 
portion [(1)] cubed to the volume of the recess [(54)] Is between 50 and 68. 

7. (Amended) A laryngeal mask airway Including a tubular portion [(I)] and a mask 
portion [(5)] at its patient end [(3)] having a sealing cuff [(60)] of generally oval shape 
defining an opening [(61)] within its [centre] center and adapted to seal with patient 
tissue around the laryngeal inlet, the mask portion [(5)] defining a recess [(54)] 
extending from the opening [(61)] to the patient end [(3)] of the tubular portion [(1)], 
[characterised] characterized in that the height [(H)] of the recess [(54)] is between 2.5 
and 3.5 the internal diameter of the tubular portion [(1)]. 

8. (Amended) An ainway according to Claim 7, [characterised] characterized in that 
the height [(H)] of the recess [(54)] is between 2.96 and 3.27 the internal diameter of the 
tubular portion [(1)]. 

9. (Amended) A laryngeal mask airway including a tubular portion [(1 )] and a mask 
portion [(5)] at its patient end [(3)] having a sealing cuff [(60)] of generally oval shape 
defining an opening [(61)] within its [centre] center and adapted to seal with patient 
tissue around the laryngeal inlet, the mask portion [(5)] defining a recess [(54)] 
extending from the opening [(61)] to the patient end [(3)J of the tubular portion [(1)], 
[characterised] characterized In that the ratio of the internal diameter of the tubular 
portion [(1 )] cubed to the volume of the recess [(54)] is between 50 and 68. 

10. (Amended) An ainway according to Claim 9, [characterised] characterized in that 
the ratio of the internal diameter of the tubular portion [(1 )] cubed to the internal volume 
of the recess Is between 50 and 60. 
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Please add new claim 1 1 as follows: 

1 1 . (Newly Added) An airway according to Claim 2, characterized in that the tubular 
portion is a separate tube bonded into a collar on the masl< portion. 
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WO 01/13980 PCT/GBOO/03045 

1 

LARYNGEAL MASK AIRWAY 

This invention relates to apparatus in the form of a laryngeal mask airway including a 
tubular portion and a mask portion at its patient end having a sealing cuff of generally oval 
shape defining an opening within its centre and adapted to seal with patient tissue around the 
lamygeal inlet, the mask portion definii^ a recess extending from the opening to the patient 
end of the tubular portion. 

Laryngeal mask airways are used to ventilate and to supply anaesthetic gas to a 
patient during surgery. Laryngeal mask airways differ from endotracheal tubes, which extend 
into the trachea and temiinate beyond the vocal folds. By contrast, laryngeal mask airways 
Imve a tubular shaft opening into the centre of a generally elliptical mask or cuff, which is 
inflated to seal in the region of the hypophamjoc, at the top of the trachea. The cuff is inflated 
with air supplied along a small-bore inflation line comraimicating with the interior of the 
cuff. Laryngeal masks are described in, for example: US 5355879, US 5305743, US 
5297547, US 5282464, GB 2267034, US 5249571, US 5241956, US 5303697, GB 2317830, 
GB 2249959, GB 2111394, EP 448878, US 4995388, GB 2205499, GB 2128561, GB 
2298797, GB 2321854, GB 2334215, GB 2323289, GB 2323290, GB 2318735 and GB 
2330312. 

One problem with laryngeal masks is that there is a risk that the air passage along the 
mask may be blocked by the epiglottis during insertion. Attempts have been made to reduce 
this risk by means of bars extending across the opening to the mask but this has the 
disadvantage of making it more difficidt to insert instruments along the airway. 

It is an object of the present invention to provide alternative medico-surgical 
apparatus. 

According to one aspect of the present invention there is provided apparatus of the 
above-specified kind, characterised in that the patient end of the tubular portion is located 
above and to the rear of the rear side of the opening such as to space it away fi-om tiie 
epiglottis. 
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The patient end of the tubular portion is preferably located substantially midway 
across the width of the rear side of the sealing cuff. The tubular portion may be a separate 
tube bonded into a collar on the mask portion. The longitudinal centre line along the internal 
surface of the roof of the recess is preferably substantially straight. The height of the recess 
may be between 2.5 and 3.5 tiie internal diameter of the tubular portion. The ratio of the 
internal diameter of the tubular portion cubed to the volume of the recess is preferably 
between 50 and 68. 

According to another aspect of the present invention there is provided a laryngeal 
mask airway including a tubular portion and a mask portion at its patient end having a sealing 
cuff of generally oval shape defining an opening within its centre and adapted to seal with 
patient tissue around the lamygeal inlet; the mask portion defining a recess extending from 
the opening to the patient end of the tubular portion, characterised in that the height of the 
recess is between 2.5 and 3.5 the internal diameter of the tubular portion. 

The height of the recess is preferably between 2.96 and 3.27 the internal diameter of 
the tubular portion. 

According to a further aspect of the present invention there is provided a laryngeal 
mask airway including a tubular portion and a mask portion at its patient end having a sealing 
cuff of generally oval shape defining an opening within its centre and adapted to seal with 
patient tissue around the lamygeal inlet, the mask portion defining a recess extending firom 
the opening to the patient end of the tubular portion, characterised in that the ratio of the 
internal diameter of the tubular portion cubed to the volume of the recess is between 50 and 
68. 

Preferably, the ratio of the internal diameter of the tubular portion cubed to the 
internal volume of the recess is between 50 and 60. 
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A medico-surgical tube in the form of a laryngeal mask airway according to the 
present invention, will now be described, by way of example, with reference to the 
accompanying drawings, in which: 

Figure 1 is a perspective view of the airway; 

Figure 2 is a sectional side elevation view of the airway; 

Figure 3 is a transverse section across the airway along the line III-III of Figure 
2 to an enlarged scale; 

Figure 4 is a view of the airway from below; and 

Figure 5 is a sectional side elevation view of an alternative airway. 

With reference to Figures 1 to 4, the airway includes a curved tube or shaft 1 of a 
bendable plastics material having a channel 2 in the form of a groove extending along its 
length on its outside surface and on the inside of its curve. The shaft 1 is preferably made by 
extrusion and may be reinforced by means of an embedded helical element, such as of metal 
or plastics. At its patient end 3, the shaft 1 is attached to a mask portion 5. 

The mask portion 5 comprises a mount member 50 of a relatively stiff but compliant 
plastics material and an inflatable cuff 60 attached to the moimt member. The moimt member 
50 is hollow and of generally shoe shape, having a tubular extension or collar 51 at its upper 
or posterior side located at the rear, left-hand or machine end of the mount. The patient end 3 
of the shaft 1 is bonded into one end of the collar 51. The other end of the collar 51 opens 
into a central recess or atrium 54 within the mount 50. The internal, anterior surface of the 
roof 40 of the atrium 54 is arched transversely but is substantially straight, or is slightly 
concave, along its longitudinal centre line. The roof 40 is uninterrupted by any surface 
projections or formations that would impede free movement of the epiglottis over the roof. 
Viewed in plan, the moimt 50 is oval with its lower or anterior side 53 lying on a flat plane 
extending at an angle of about 30° to the axis of the patient end 3 of the collar 51. A channel 
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55 in the form of a groove extends along the inside of the mount member 50 in line with the 
groove 2 along the shaft 1 and this opens through a hole 56 into the cuff 60. 

The cuff 60 may be of any conventional form, such as described in GB 2323291 or 
GB 2321854. The cuff 60 is only shown schematically in the drawings but is of annular, 
elliptical shape, being attached to the forward end surface 53 of the mount member 50 and 
having a central opening 61 into the atrivim 54. The cuff 60 is of a thin, flexible plastics 
material so that it can be deflated to a low profile for insertion and can be inflated to seal with 
surrounding tissue when correctly positioned. 

The roof 40 of the mount 50 is relatively high compared with previous laryngeal mask 
auways, especially its central region A and its rear region B adjacent the tubular portion or 
collar 51 . The height H of the atrium ranges from about 2.5 to 3.5 times the internal diameter 
ID of the shaft 1, or its equivalent where the shaft does not have a circular section - 
preferably the ratio H/ID is between 2.96 and 3.27. In this way, the atrium 54 has a relatively 
large volume compared with previous airways. In particular, the ratio of ID^A^oiume is in the 
range 50 to 68 where Volume is the voliraie of the atrium 54 defined by a plane of the lower, 
sealing surface of the cuff 61 when inflated, and a vertical, transverse surface through the 
highest point of the rear region B. For a typical tube having an internal diameter of 8.5mm, 
the ratio H/ID might be 3.06 and the ratio of ID^/Volume might be 61.82. 

The smallest part of the atrium 54, where the patient end of the collar 51 opens into 
the atrium, is the part most likely to be blocked by the epiglottis during msertion. The collar 
51 positions the patient end 3 of the shaft 1 to the rear of the rear part 62 of the opening 61 
and, more particularly, positions it directly above the rear part 63 of the cuff 60 so that it is 
located as far away as possible from the epiglottis, thereby minimizing the risk of blockage. 
The large volimie of the atrium 54 also ensures that the epiglottis can move freely within the 
mask, should it enter, so that there is less risk of it catching on the interior of the mask. The 
present construction avoids the need for any obstruction across the opening of the mask in 
order to prevent blockage by the epiglottis. 
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In general, the patient end of the tubular portion 1 is located to the rear of the rear side 
62 of the opening 61 , that is, on the side towards the machine end of the airway, and is 
preferably located approximately midway across the width of the sealing cuff. Instead of the 
tube and mount being separate components, they could be provided by one integral moulded 
component, with the location where the tubular portion increases in internal diameter being 
regarded as the patient end of the tubular portion. 

The airway also includes an inflation line 70 in the form of a small-diameter flexible 
plastics tube extending along the groove 2 in the shaft 1, with the patient end of the tube 
extending along the groove 55 in the mount member 50 and projecting through the hole 56 
into the cuff 60. The cuff 60 is sealed with the outside of the inflation line 70 so that it opens 
into the interior of the cuff. The rear, machine end of the inflation line 70 is attached to a 
combined inflation indicator balloon and connector 71 of conventional kind. The groove 2 in 
section forms the major part of a circle, being open on the surface of the shaft through a slit 
so that the inflation line 70 is retained in the groove mechanically, although it is preferably 
also bonded into the groove close to the patient end of the shaft 1 , such as by means of a 
solvent or adhesive. A number of lateral notches 20 are spaced from one another along the 
machine end of the groove 2. The size of the notches 20 is such as to allow the mflation line 
70 to extend out of the groove 2 through a notch. The airway is supplied with the inflation 
line 70 extending out of the groove 2 through the notch 20 closest to the machine end of the 
shaft 1 . If the user wishes to cut the shaft 1 shorter, at a location forwardly of where the 
mflation line 70 extends from the shaft, he simply pulls the inflation line away from the shaft 
so that it peels out of the groove 2 to the next notch 20, or to any other notch, thereby 
reducing the length of the inflation line attached with the shaft. In this way, the inflation line 
70 is kept neatly with the shaft along most of the length of the shaft 1 but the shaft can be cut 
to any desired length. There are other ways in which the inflation line could be attached with 
the shaft, such as by means of a rupturable adhesive or other bond. It will be appreciated that 
this form of peelable attachment of a small-bore line could have applications in other tubes 
having a minor liimen and where it is desirable to be able to alter the length of the small-bore 
line attached with the main shaft, such as endotracheal tubes. 
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Securing the inflation line 70 to the shaft 1 along most of its length avoids any loose 
tube within the patient's mouth and ensures that the inflation indicator and connector 71 are 
readily accessible outside the mouth. Reliable assembly of the airway is facilitated by this 
arrangement compared with alternative arrangements employing an extruded small-bore 
lumen within the wall of the shaft since, in such arrangements, comiection needs to be made 
to both ends of the bore. The present invention can also be used with shafts that are 
reinforced. 

It is not essential that the channel in the mount member extend along its inner surface; 
it could extend along an outer surface, as shown in Figure 5, where similar features to those 
in Figures 1 to 4 are given the same numbers with the addition of a prime '. In this 
arrangement, the groove 55' extends along the outside of the mount member 50' so that the 
inflation line 70' can run along the groove and open into the cuff 60'. 
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CLAIMS 

1 . A laryngeal mask airway including a tubular portion (1 ) and a mask portion (5) at its 
patient end (3) having a sealing cuff (60) of generally oval shape defining an opening 
(61) within its centre and adapted to seal with patient tissue around the lamygeal inlet, 
the mask portion (5) defining a recess (54) extending from the opening (61) to the 
patient end (3) of the tubular portion (1), characterised in that the patient end (3) of 
the tubular portion (1) is located above and to the rear of the rear side (62) of the 
opemng (61) such as to space it away from the epiglottis. 

2. An airway according to Claim I, characterised in that the patient end (3) of the tubular 
portion (1) is located substantially midway across the width of the rear side (62) of the 
sealing cuff (60). 

3. An airway according to Claim 1 or 2, characterised in that the tubular portion is a 
separate tube (1) bonded into a collar (51) on the mask portion (5). 

4. An airway according to any one of the preceding claims, characterised in that the 
longitodinal centre line along the internal surface of the roof (40) of the recess (54) is 
substantially straight 

5. An airway according to any one of the preceding claims, characterised in that the 
height (H) of the recess (54) is between 2.5 and 3.5 the internal diameter of the 
tubular portion (1). 

6. An airway accordmg to any one of the preceding claims, characterised in that the ratio 
of the internal diameter of the tubular portion (1) cubed to the volume of the recess 
(54) is between 50 and 68. 

7. A laryngeal mask airway including a tubular portion (1) and a mask portion (5) at its 
patient end (3) having a sealing cuff (60) of generally oval shape defining an opening 
(61) within its centre and adapted to seal with patient tissue around the lamygeal inlet. 
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Ihe mask portion (5) defining a recess (54) extending from the opening (61) to the 
patient end (3) of the tubular portion (1), characterised in that the height (H) of the 
recess (54) is between 2.5 and 3.5 the internal diameter of the tubular portion (1). 

8. An airway according to Claim 7, characterised in that the height (H) of the recess (54) 
is between 2.96 and 3.27 the internal diameter of the tubular portion (1). 

9. A laryngeal mask airway including a tubular portion (1) and a mask portion (5) at its 
patient end (3) having a sealing cuff (60) of generally oval shape defining an opening 
(61) within its centre and adapted to seal with patient tissue around the lamygeai inlet, 
the mask portion (5) defining a recess (54) extending from the opening (61) to the 
patient end (3) of the tubular portion (1), characterised in that the ratio of the internal 
diameter of the tubular portion ('!) cubed to the volimie of the recess (54) is between 
50 and 68. 

10. An airway according to Claim 9, characterised in that the ratio of the internal diameter 
of the tubular portion (1) cubed to the internal volume of the recess is between 50 and 
60. 
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YES NO 








YES NO 



I liSreby claim benefit under 35 U.S.C. 120 of any U.S. application(s) listed below. If the subject matter of any clatm(s) of this 
at5|5lication is not disclosed in the prior U.S. application(s) as required by paragraph one of 35 U.S.C. 112. I acknowledge as duty to 
disclose material information as defined in 37 C.F.R. 1.56(a) regarding occurrences between the filing date of the prior appiication(s) 
aS3 the national or PCT international filing date of this application. 



APPLICATION SERIAL NUMBER 



^1 hereby appoint Louis Woo. RN 31.730. Q onrad Clark, RN 30,340 and Christopher Brody, RN 33.613 ;, as my attorneys with full power 
of substitution and revocation, to prosecute this application and to transact all business in the Patent and Trademark Office connected 
therewith. 

Address all communications to LAW J3FFICES OF LOUIS WOO . 1901 North Fort Myer Drive . Suite 50 j. Adinaton. Vj|aii T[a 22209 

All statements made herein of my own knowledge are true. All statements made on information and belief are believed to be true. 
These statements were made with knowledge that willful false statements and the like so made are punishable by fine, imprisonment, 
or both, under 18 U.S.C. 1001 and may jeopardize the validity of the application or any patent issuing thereon. 

Note: Please sign one full given name and your surname, using initials where appropriate for other names. It is important that the 
name be consistent throughout the application papers. Signing of an application more than five weeks prior to filing or an 
undated application is not acceptable to the Patent and Trademark Office except for receiving an initial filing date. 



name of inventor 




Date: JViAAi^V \^^d2. 



Inventor's signature| 

Residence Hollydene, Canterbuj 

Citizenship 
Post Office Address 



s above 



.yminge, Folkestone, Kent CT18 BHD, England 6 



' Additional inventors listed 



Atty Ref. No. 



